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© New galenic process for omeprazole containing pellets. 

<S) A reduction method for pellets containing Omeprazole performed with an inert core based ^ sacaro^ 

fluidized bed with HPMC phylate, diethyl phylate, aceton and etheyl alcohol be.ng afterwards ansa 
water content of less than 1%, sieved, weigthed and capsulated. 
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A new production method for enteric mat** r>oN<^ ~ * • . 
• in the form of pH buffered JnTlLTl* C ° ntam,n 9 Omeprazole 



core in the form of pH buffered dispersion phase. 
Field of invention: 



which is coated on an inert 



Description of invention: 

17 " 1 9 ™ 3 ^3 b and a molecular weight of 354.4. 
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Structure formula; 




OCH, 



30 



35 



dosaga toms of Omapnazote J" STJJSS^ L m ?f? and "»"*' «*•*•• The raasrcn why o,al 
addle gas* Mce. (Rof.US Pa»« *££F^2 ,S£lZ?l ' ^ * » »«** 

ll.Act.ye coating by using rotary type fluidized bed 
"••Protective coating by using rotary type fluidized bed. 
IV.Entenc coating by using rotary type fluidized bed. 

I.The contents of inert core are as following 

Saccorose 65-85% 
Corn Starch 15-25% 
Glucose 2-6% 

« SCr^-r^-^™. - .OSS mm . „ „ by 
..T^oaa* a rap M ^ (0mepra2oe) ^ ^ ^ ^ ^ ^ 

S.C < " 5pe ' s " ,n ph,se for TO < "" e «~ is - **-*»• 

Hydroxypropil methyl cellulose 5.3 mg. 
Lactose anhydrous 8 mg. 
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L-Hydroxy proply-cellulose 6 mg. 

Sodium lauryl sulphate 0.5mg. 

Disodium hydrogen phosphate dihydrate 0.8 mg. 

Water 0.21 ml. 

UlActive coated pellets have to be protected from the organic solvent which is normally used to disperse or 
dissolve the enteric coating material. 

The thickness of thts layer is experimentally determined to obtain an optimal protection during the 
enterc^g^ocesses and the necessary amount of coting material per capsule (one dose) or above 
^ntioned acL coated pe.lets (% 100 passes through 15 mesh sieves) has been determ.ned as fo.low.ng. 

HPMC 3.4 mg. 

Ze r us 0 "molecu.ar dispersion of HPMC is sprayed under appropriate process parameters on to the 
activ^oated pellets in Jcabine of a rotary type f.udized bed machine and ° f 
*he pellets is less than 1% when determined by the toluen distilation method descnbed .n USP XXII. 

IV.Enteric coating is performed in the same machine using appropriate process parameters by spraying the 
following coating solution. 

HPMC phytalate 24 mg. 
Diethyl phytalate 0.13 mg. 
Aceton 225 mg.(... ml) 

a!a ratairted on 20 mesh sio»*s. ar. lilted to galati.. oapaotea. Capsute oonlents ara 233 mg a 1 0 k. 



ll.Protective coating phase: 

so Machine: Glatt GPCG 60 with GRG 30 

Active coated pellets: 25 kg ± 0.4 

Spray nozzle: 2x1.8 mn 

Nozzle position: Tangential 

Filter type: PB 2 (2% of cotton wod) 
35 Sieve type: Rotor Disc. 

Inlet air Temperature: 50-60 °C 

Inlet Air Rate: 700-800 rtf/h 

Pumping rate: 20 rpm 

Slit width: 2 mm 
40 Rotor Speed : 300 rpm 



III. Enteric coating Phase 

45 Machine: Glatt GPCG 60 with GRG 30 

Spray nozzle: 2 x 1.8 mm 

Nozzle position: Tangential 

Filter type: PB2 

Sieve type: Rotor Disc 
50 Air inlet temperature: 40-50° 

Air outlet temperature: 32-36° 

Pumping rate: 55 rpm 

Air inlet rate: 800-1 OOOrr^/h 

Rotor disk rate: 400-600 rpm 
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Claims 

1. A production method for pellets containing Omeprazole, being the pellet finally contained into a gelatin 
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capsule, characterized in that the process is performed to obtain an inert core covered with th* 



jo 3. A 



production method according to the first claim, characterized in that the active substance is 

r;Se^ro?an hr ° U9h " ^ * * h 3 buffered "-Si ^ H 7 , ! 

1 A w.th the ad,t,on of an an.on.c surface active agent, as for example sodium lauril sulphate. 

SmSSJT r^, 8000 ^? 9 *° *° f ' rSt C,aim ' cha ^cterized in that the active substance comprising 
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